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;'l. Registration Number; 74.R-0049 / 1503 

I 1 

1 2/3. Spedes (common nam'e) & Number of animals used in ttiis study: 

I • , 

j Dogs (24) cm {24) 

! Guinea Pigs (29) I Rabbits (140) 

i • i 

/ 4. Explain the procedure p^ducing pain and/or distress. 

j I 

j The pain or distress In dbgsiln Column E was due to flea allergy dermatitis. These dogs were not treated with anesthetics 
; or analgesics because tfjse particular tests being conducted were elficacy teste of drugs designed to prevent or reduce 
; symptoms of flea allergyj dermatitis. Efficacy of these drugs can only b© determined if the animals ana infested with fleas 

j and exhibit flea allergy dbmiaUtis. The cate referenced in Column E weng animals used as flea hosts. It is assumed 

. they suffer stress and discomfort from the flea infestation. When toxicity and/or irritation studies are done on rabbits, test 

I material is either dropped into one eye of the rabbit or it is applied to the skin. When this dosing to the eye occurs, the 

i animals occasionally squeall and It Is assumed that they squeal !n pain or distress. Guinea pigs are res^ined 
j temporarily during and after administration of the test material in sensitotion ^dies. They And the mstraint stressfol. 

i in the cafse of dermal toxldty tests, cage-side observations indtide evaluation of frie central nervous system, somamotor 

activity and behavior patterns. These would be altered by the use of anesthetics or trainquitors. 

i 5. Provide scientific justilfcation why pain and/or distress could not be relieved. State methods or means usc^ to determine 
I that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Most studies are federally mandated. However, we sometimes conduct screens to determine if further testing is 
necessary.- When doing these screens, observations are made to the treated areas on rabbits, looking for signs of 
initetfon (usually redness or swelling) that may have been caused by the test material. We do not always use anesthetics 
because we may not be able to distinguish between discdlofBtion caused by ths test material and dlscolorstlor! possibly 
' causad by an anesthetic. 

I 

i 6. What if any, federal regulations require this procedure? Cite the agency, the code of Federal R^ulations (CFR) title 
i number and the specific section number(e,g., APHIS, 9 CFR 113.102): 

I Agency: USEPA Health Effefcts Test Guidelines, Office of CFR: 

I Prevention, Pesticides and To3de Substances, OPPTS 
I 870-1200, Acute Dermal To5de%. OPPTS 870.2400, Acuta 
1 Eye Irritation, OPPTS 870-2600, Acute Dermal Irritation, 

OPPTS 870-2600, Guinea Pig SensitbatSon 


! Approval Status: 
j Approveti/Dtsapproved 8yt 

I Dat©: 

/ 

I Dtsapprowad Reason: 






